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Office Action Summary 



Application No. 

09/914,621 



Examiner 

Quang Nguyen, Ph.D. 



Applicant(s) 

LI ET AL 



Art Unit 

1636 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION, 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. ^ 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent terni adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 16 August 2004 . 
2a)n This action is FINAL. 2b)IEI This action is non-final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) IE1 Claim{s) 1-3,10 and 11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 13 Claim{s) 1,2,4,10 and 11 Is/are allowed. 

6) KI Claim(s) 3,5 and 7 is/are rejected. 

7) ^ Claim(s) 6_ar?or8 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )S The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U-S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)nAII b)n Some * c)n None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachnient(s) 

1) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) n Infomnation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) n Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Infomnal Patent Application (PTO-152) 

6) □ Other: . 
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DETAILED ACTION 

Applicants' amendment filed on 8/16/04 has been entered. Claims 1-8 and 10-1 1 
are pending in the present application. 

Applicant's request for reconsideration of the finality of the rejection of the last 
Office action is persuasive and, therefore, the finality of that action is withdrawn. 



Terminal Disclaimer 

The terminal disclaimer filed on 8/16/04 disclaiming the temiinal portion of any 
patent granted on this application which would extend beyond the expiration date of US 
Patent 6,083,925 has been reviewed and is accepted. The terminal disclaimer has 
been recorded. 

The terminal disclaimer filed on 8/16/04 disclaiming the terminal portion of any 
patent granted on this application which would extend beyond the expiration date of US 
Patent 6,6,486,135 has been reviewed and is accepted. The terminal disclaimer has 
been recorded. 

Response to Amendment 

The Declaration filed on 8/16/04 under 37 CFR 1.131 is sufficient to overcome 
the Li et al. (J. Exp. Med. 188:681-688, 1998) reference. 

The nonstatutory double patenting rejections of record are withdrawn in light of 
the submission of the terminal disclaimers filed on 8/16/04. 
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Oath/Declaration 

The oath or declaration is still defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

Non-initialed and/or non-dated alterations have been made to the oath or 
declaration (see change in the Post Office Address of Mary E. Ewasyshyn) See 
37 CFR 1.52(c). 

Written Description 

The following is a quotation of the first paragraph of 35 U S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 5 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new ground of rejection. 

Vas-Catfi Inc. v. I\4aliurl<ar, 19USPQ2d 1111 (Fed. Cir. 1991), clearly states that 
"applicant must convey with reasonable clarity to those skilled in the art that, as of the 
filing date sought, he or she was in possession of the invention. The invention is, for 
purposes of the 'written description' inquiry, whatever is now claimed." Vas-Cath Inc. v. 
Mahurkar , 19USPQ2d at 1117. The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." Vas-Cath 
Inc. V. Mahurkar . 19USPQ2d at 1 116 
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Applicant's invention is drawn to a plasmid vector for in vivo administration to a 
host for the generation in the host of a protective immune response to RSV F protein, 
wherein said plasmid vector comprises any second nucleotide sequence to enhance the 
immunoprotective ability of said RSV F protein . 

Apart from disclosing an enhancement sequence comprising a pair of splice sites 
adjacent to the RSV F protein encodinq nucleotide sequence , the instant specification 
fails to teach which essential core structures or elements of any other enhancement 
sequences that prevent aberrant mRNA splicing during transcription and translation or 
enhance the immunoprotective ability of the expressed RSV F protein. Nor does the 
instant specification teach a representative number of species for a broad genus of a 
second nucleotide sequence that enhances the immunoprotective ability of the 
expressed RSV F protein as claimed. 

The claimed invention as a whole is not adequately described if the claims 
require essential or critical elements which are not adequately described in the 
specification and which are not conventional in the art as of Applicants' filing date. 
Possession may be shown by actual reduction to practice, clear depiction of the 
invention in a detailed drawing, or by describing the invention with sufficient relevant 
identifying characteristics such that a person skilled in the art would recognize that the 
inventor had possession of the claimed invention. Pfaff v. Wells Electronics. Inc. . 48 
USPQ2d 1641, 1646 (1998). The skilled artisan cannot envision the detailed structure 
of a broad genus of a plasmid vector including any second nucleotide sequence that 
enhances the immunoprotective ability of expressed RSV F protein as claimed, other 
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than a plasmid vector containing an enliancement sequence comprising a pair of splice 
sites adiacent to ttie RSV F protein encoding nucleotide sequence . Adequate written 
description requires more than a mere statement that It is part of the invention and 
reference to a potential method of isolating it. See Fiers v. Revel. 25 USPQ2d 1601, 
1606 (Fed. Cir. 1993) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 
1016 (Fed. CIr. 1991). One cannot describe what one has not conceived. See Fiddes 
V. Baird, 30 USPQ2d 1481, 1483. 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 U.S.C. §112 Is severable from its enablement provision (see page 
1115). 

Claim Rejections - 35 USC §112 

The following Is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 3 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. This is a new ground of rejection. 

Claim 3 recites the limitation "said nucleotide sequence encodes a RSV F protein 
fragment" in lines 1-2. There is insufficient antecedent basis for this limitation In the 
claim. In claim 1 from which claim 3 is dependent, a nucleotide sequence encoding a 
resplratiory syncytial virus fusion (RSV F) protein lacking an autologous RSV F signal 
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peptide sequence is recited, and not a RSV F protein fragment. The metes and bounds 
of the claims are not clearly determined. 

Claim 7 recites the limitation "said first nucleotide sequence" in line 2. There is 
insufficient antecedent basis for this limitation in the claim. There is no recitation of any 
first nucleotide sequence in any of the claims 6, 5 and 1 from which claim 7 is 
dependent. The metes and bounds of the claims are not clearly determined. 



Conclusions 



Claims 1, 2, 4 and 10-11 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Quang Nguyen, Ph.D., whose telephone number is 
(571)272-0776. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
mentor, David Guzo, Ph.D., may be reached at (571) 272-0767, or SPE, Irem Yucel 
Ph.D., at (571) 272-0781. 

To aid in correlating any papers for this application, all further 
correspondence regarding this application should be directed to Group Art Unit 
1636; Central Fax No. (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571 ) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
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5-7 business days. Applicants can also check PAIR to confimn that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 



Quang Nguyen, Ph.D. 



